00 yTBep>XaeHun CcTaHpapTa MeAMUMHCKOW NOMOLUM AEeTAM NpU
caxapHoM auabeTte 2 TMna (AMArHoOCTUKa M Nle4eHue) n o
BHECEHUU U3MEHEeHUA B CTaHAapT MeAULUHCKOXA NOMOLUU AeTAM
npu aMabeTuyeckom peTUHONATUM NPU CaxapHOM guabeTte 2
TUNa, YTBEpP>XXAEHHbIA NPUKa3oM MUHUCTepPCTBA
3apaBooxpaHeHusa Poccunckon depepauum ot 7 pekadbps 2021
r. Ne 1129H4

Mpukas - Ne 484H - 0T 12.07.2022 - MMHUCTEPCTBO 34pPaBO0OXPaHeHus - [lencTeyeT 6e3 n3meHeHUn

MWHWCTEPCTBO 3PABOOXPAHEHISA POCCUIACKOW ®ELEPALIAN
MPNKA3
MOCKBA

12 nonsa 2022 r. Ne 484+

06 yTBEpPXXAEHUN CTaHZapTa MeANLIMHCKOA MOMOLLM OeTSM Npu caxapHoMm anabeTe 2 Tuna (AMarHOCTUKa U
JIe4YeHNe) N 0 BHECEHMMN U3MEHEHMNS B CTaHAAPT MEAULMHCKON NOMOLLMU AeTAM Npu aAnabeTnyeckon
peTuHOMaTMM NPU caxapHoM agnabeTe 2 TuNa, yTBEpPXKAEHHbIA NPMKa3oM MUHUCTEPCTBA 34PaBOOXPaHEHNS
Poccuinckon ®epgepaumm ot 7 gekabpa 2021 r. Ne 1129H

3aperncTpupoBaH MuHioctom Poccun 18 asrycta 2022 r.
PernctpauunoHHbIn Ne 69692

B cooTBeTCTBMM C NYHKTOM 4 yacTu 1 cTaTbun 37 ®efepanbHOro 3akoHa oT 21 Hosabpsa 2011 r. Ne 323-03
"06 ocHOBax 0OXpaHbl 340p0BbSA rpaxaaH B Poccuinckon ®enepauun” (CobpaHne 3akoHoaaTebCTBA
Poccuiickon ®epepaumm, 2011, Ne 48, cT. 6724; 2022, Ne 1, cT. 51) 1 noAnyHKTOM 5.2.18 nyHKTa 5
MonoxxeHnst 0 MMHMCTEPCTBE 34paBooXpaHeHmns Poccninckon degepaummn, yTBEPXKAEHHOIO
nocTaHoBneHueM MpasuTtenscTea Poccunckon depepauun ot 19 mnioHs 2012 r. Ne 608 (CobpaHue
3aKoHogaTesnbcTBa Poccminckon ®epepaunn, 2012, Ne 26, cT. 3526), nprKasbiBato:

1. YTBepAnTb CTaHAAPT MeANLMHCKON MOMOLLM AeTAM Npu caxapHoM anabeTe 2 Tuna (AnarHoCTMKa U
NledeHne) cornacHoO NPUIOXKEHNIO.

2. BHecTn usmeHeHve B CTaHAapT MEeANLMHCKOW NOMOLLM AeTAM Npu AnabeTnyeckon peTuHonaTum npu
caxapHoM gumabeTe 2 TUNa, yTBEPXKAEHHbIN NpMKa3oM MUHUCTEPCTBA 34PaBOOXPaHEHUS POCCUNCKON
®epnepaumm oT 7 gekabps 2021 r. Ne 1129H (3apeructpnpoBaH MUHNUCTEPCTBOM OCTULMK POCCMIACKON
®epepaumnm 14 auBapsa 2022 r., perncTpaunoHHbii Ne 66866), MCKAOYMB 13 NAaCNOPTHOW YacTu CNoBa
"E11.3 NHCYNMHHe3aBUCUMbIN CaxapHbln anabeT ¢ nopaxeHuamu rnas 2 " un "E11.7 WHCyIMHHE3aBUCUMBIiA
CaxXapHbIN gnabeT C MHOXXECTBEHHBLIMW OCJIOXKHEHMAMN 2 .

3. Mpu3HaTb yTpaTMBLUMM CMAY NpUKa3 MMHUCTEPCTBa 34paBooxpaHeHus Poccuinckon ®epepaumm ot 9
Hosbps 2012 r. Ne 856H "O6 yTBEPXAEHUN CTaHOAPTa NEPBUYHON MEANKO-CAHUTAPHON NOMOLLM AETAM Npu
WHCYIMHHE3aBMCMMOM CaxapHoM aunabeTte" (3aperncTpupoBaH MMHUCTEPCTBOM OCTULMM POCCUICKON
®epepaumm 30 sHBapa 2013 r., perncTpaunoHHbIi Ne 26759).

MuHncTp M.A.Mypaluko

MNpunoxeHune

K NpuvKa3y MUHUCTepCTBa 34paBOOXPaHeHNs
Poccuiickon ®epepaumm

oT 12 mona 2022 r. Ne 484H
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CTAHOAPT
MEOMLNHCKOW NOMOLLW OETAM MPU CAXAPHOM OWABETE 2 TUMNA (QUATHOCTUKA W TEYEHUE)

Bo3pacTHasa KaTeropus naumeHTa: eTu

Mon naumeHTa: noboi

Bua MeLnLMHCKON NOMOLLN: NepPBUYHAN MeANKO-CaHUTapHas NOMOLLb, CreLManm3npoBaHHas MeauLmnuHcKan
NnoMoLLb

YcnoBnsa okasaHusa MeQULUHCKOM NOMOLLM: aMbynaTopHO, CTauMOHapHO

dopMa 0KazaHUs MeLULMHCKON NOMOLLK: NaHOBas

CpenHss NpoA0/HIKUTENBHOCTb IEYEHNS 3aKOHYEHHOM0 C/lydas (KOamM4ecTBO AHen): 365
Ho3onornyeckune eguHunubl (kog no MKb X 1 ):

E11.2VHCYNMHHE3aBUCUMBIN CaxapHbIA AnabeT Cc nopa)eHnem novek 2

E11.3WHCYNMHHE3aBUCUMbBIN CaxapHbIn AnabeT C nopaxeHnamu rnas 2

E11.4VHCYNIMHHE3aBUCUMBIN CaxapHbi AnabeT ¢ HEBPOJIOrNYECKMMMN OCII0KHEHNAMN 2
E11.5/HCYNMHHE3aBUCUMbIN CaxapHbIl anabeT C HapyLlweHnaMn nepmudeprmyeckoro KposoobpalleHns 2
E11.6MIHCYNMHHE3aBUCKUMBIN CaxapHbld AMabeT ¢ ApYyruMmn yTOYHEHHBIMU OCJIOXKHEHUAMM 2
E11.7VIHCYNIMHHE3aBUCUMBIN CaxapHbI AnabeT C MHOXXECTBEHHbIMU OCI0XKHEHNAMY 2
E11.8/HCYNIMHHE3aBUCUMbBIN CaxapHbIN AnabeT C HeYyTOYHEHHBLIMU OCIOXKHEHUAMU 2
E11.9/iHCYyNIMHHE3aBUCUMbI CaxapHbli AnabeTt 6e3 0CNoXXHEHNIN 2

1. MegmumHCKue ycnyrn ons ouarHocTuku 3aboneBaHuns, COCTOAHNS

1.1. Npuem (ocMOTP, KOHCYNbTaLMA) Bpavya-cneumaincTa

Kon MmeguumHckon ycnyrnHanMeHoBaHne MeANLMHCKON yCayrmYcpeaHeHHbIN NoKa3aTesb YacToThl
npegocTasieHns 3 YcpeaHEHHbIN NoKa3aTeslb KPaTHOCTU NMPUMEHEHMNS

B01.001.001
Mpuem (0CMOTP, KOHCYIbTaLNs) Bpada-aKyLLlepa-rmHeKoaora nepemyHbing,331

B01.004.001
Mprem (0CMOTP, KOHCYIbTauuUs) Bpava-racTpoaHTeponora nepeuyHbInG, 771

B01.015.003
Mpuem (0CMOTP, KOHCYIbTaLNSA) Bpaya - LETCKOro Kapanosora nepsnyHeing,8l

B01.023.001
Mpuem (0CMOTP, KOHCYAbTaLNA) Bpada-HEBPOJIOra NepBuYHbIN1l

B01.025.001
Mprem (0CMOTP, KOHCYIbTauuUs) Bpada-Hedponora nepenyHbing, 131

B01.029.001
Mpuem (0CMOTp, KOHCYAbTaLKUsA) Bpada-ohTanbMosora nepsmyHbinll

B01.058.003
Mpuem (0CMOTP, KOHCYIbTaLNSA) Bpaya - 4ETCKOro 3HAOKPUHOI0ra NepBnYHbING,661

B01.070.009
Mpriem (TecTMpoBaHNe, KOHCYNbTaLMA) MEAULIMHCKOrO MCUXosiora nepsuyHbIn1l

1 MexnayHapofHas cTaTUCTMYecKasn Knaccudukauma bonesHen n npobnem, cBsizaHHbIX CO 340POBbEM, X
nepecMmoTpa.

2 B 4acTn amnarHocTuKM 1 nevyeHuns caxapHoro avabeta 2 Tuna 6e3 yyeTa ANArHOCTUKN U IeYEHUS
OCJI0XKHEHMI N CONYTCTBYOLWMUX 3aboneBaHuni.
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1.2. NlabopaTopHble MeTOAbl UCCNeaoBaHNS
Kol MegunumHCcKon ycnyrnHanMeHoBaHe MeaAnLMHCKON ycayrmycpeaHeHHbIN nokasaTesb YacToThl
npenocTaBaeHnaYCpeaHEHHbIN NoKasaTe b KPaTHOCTU NPUMEHEHNS

A09.05.023
ViccnepoBaHme ypoBHA rtoKo3bl B Kposn0,171

A09.05.083
ViccnenoBaHme ypoBHS MIMKUPOBAHHOMO remornobuHa B Kposmll

A09.05.205
WNccneposaHue yposHa C-nenTtuia B Kposu0,173

A09.28.003.001
OnpegneneHune ansbymmnHa B moyell

A09.28.006
WccnepoBaHne ypoBHA KpeaTUHUHA B Mo4yell

A09.28.015
Ob6Hapy»XeHne KeTOHOBbLIX TeN B Mo4ell

A12.06.020
OnpepeneHne cofep)XaHna aHTUTEN K aHTUreHaM OCTPOBKOB KJIETOK MO KelyA04HOW Xenesbl B
kposun0,171

Al12.22.005
MNpoBefeHne rnoKo3oToNIepaHTHoro Tectal,121

B03.016.004
AHanus KpoBmn Broxmmmnyeckuin obwetepanesTnyeckninll

1.3. IHCTpyMeHTalbHble MeTO bl MCCNIe0BaHNS
Kol MeauLMHCKON ycayrnHaumMeHoBaHWe MeauLMHCKON ycayruycpeaHeHHbIR nokasaTe b YacToThl
npefocTaBneHnaYCcpeaHEeHHbI NoKa3aTeNlb KPaTHOCTU NPUMeHeHNs

A02.26.003
OgTanbmockonmall

A03.26.003
OCMOTp neputepnn rnasHoro fHa C UCMoIb30BaHUEM TPeX3epKasibHOW AnH3bI FonbaMaHall

A03.26.005.001
BrnomukpodoTorpadus riasHoro gHa ¢ Ucnosib3oBaHueM yHayc-kamepsl0,381

A04.10.002
Ixokapanorpaguna0,131

A04.16.001
YNbTPa3ByKOBOE MCC/IeA0BaHNe OpraHoB BpIOLLIHON NONOCTM (KoMMeKkcHoe)11

A04.28.002.001
YnbTpa3ByKoBoe nccaegoaHme novek0,321

2. MegnuunHcKne ycnyrun ons neveHns 3abonesaHns, COCTOSAHUSA U KOHTPOJIA 3@ JIe4eHNEM
2.1. Mpurem (oCcMOTP, KOHCYNbTaLMS) 1 HabaoaeHne BpaYva-cneymanncTa
Kol MegunumMHCcKon ycnyrnHanMeHoBaHe MeANLMHCKON ycayrmycpeaHEeHHbIN Noka3aTesb YacToThl
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npenocTaBieHnsYCcpeaHeHHbI NoKa3aTes b KpaTHOCTU NPYMEHEHNS

B01.029.002
Mpuem (0CMOTP, KOHCYbTaLMA) Bpada-oTasbMosiora NnoBTopHbIN0,211

B01.058.004
Mpuem (0CMOTP, KOHCYIbTaUMsA) Bpaya - 4ETCKOro 3HAOKPUHOI0ra NOBTOPHbLIN1S

B01.058.005
E>xeHeBHbIN OCMOTP BPa4yoM - AETCKMM 3HLOKPUHOJIOrOM C HabnoLeHeM 1 yxo40oM CpefHero 1
MAafLlero MeauuMHCKOro nepcoHasa B oTaeneHnn ctaunoHapa0,3420

2.2. JlabopaTopHble MeTOAblI UCC/Ie0BaAHNS
Koa MeaunumMHCKoi ycnyrmHavMeHoBaHMe MeANLMHCKOW YCyrnyCpelHEHHbI NokKas3aTesb 4acToThl
npenocTaBneHnaYcpeaHEeHHbI NoKa3aTeslb KPaTHOCTU NPUMEHeHNs

A09.05.023
WccnepoBaHne ypoBHS MIOKO3bl B KpoBn1530

A09.05.083
ViccnenoBaHme ypoBHA MIMKMPOBAHHOMO remornobuHa B Kposml3

A09.28.003.001
OnpegneneHune ansbymmnHa B moyell

A09.28.006
WccnepoBaHne ypoBHA KpeaTHUHA B Mo4yell

A09.28.015
Ob6Hapy»xeHne KeToHOBbIX Ten B Mo4e0,261

B03.016.004
AHanus KpoBun Broxmmmnyeckuin obetepanesTuyeckninll

2.3. IHCTpyMeHTasIbHble MeTobl NCC/IeLJOBaHUS
Koa MmegunumHckon ycnyrnHanMeHoBaHne MeaANLMHCKON ycayrmycpeaHeHHbIN Noka3aTesb YacToThl
npenocTaBieHnaYCpeaHEHHbIN NoKa3aTe b KPaTHOCTU NPUMEHEHNS

A04.16.001
YnbTpa3ByKOBOE NCC/IeloBaHNE OpraHoB BPIOLLIHON NooCTK (KoMmniekcHoe)1l

2.4. HeMeaUKaMeHTO3Hble MeTObl MPOMUAAKTIKI, e4eHNs 1 MeAULMHCKOWR peabunutauum
Kol MeuLMHCKON ycayrnHauMeHoBaHWe MeauLMHCKO ycayruycpeaHeHHbI nokasaTe b YacToThl
npefocTaBneHnaYCcpeaHeHHbI Noka3aTeNlb KPaTHOCTU NPUMeHeHNs

B04.012.001
LLikona ons nauneHToB C CaxapHbiM anabeTtoml12

3. MNepeyeHb leKapCTBEHHbIX NpenapaToB A4J19 MeAULNHCKOrO NPUMEHEHWNS, 3apernCTPUPOBaHHbIX Ha
Tepputopun Poccuinckon ®enepauun, C ykazaHUeM CpegHMX CyTOYHbIX U KYpCOBbIX f03 KogAHaTOMO-
TepaneBTMYeCKO-XUMMYecKas KiaccnpmnkaumsHanmeHoBaHMe NeKapCTBEHHOro NpenapaTa 4 YcpeaHEeHHbIn
nokasaTeslb YacToThl NpefocTaBneHUSEANHMLEI n3MepeHnsaCCL 5 CKJ, 6

A10AB
WHCYIMHBI KOPOTKOrO AEeNCTBUA U UX aHasIorn A1 UHbEKLIMOHHOrO BBEJeHNs

NHcynunH acnapt0,026E04014 600
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WHcynuH rnynn3nH0,026E04014 600
WHcynuH nn3npo0,026ME4014 600
VHCYnnH pacTBOPUMBI [4eN10BEYECKUIA FeHHO-NHXeHepHIn]0,0008ME3010 950

A10AD
NHCYNMHBI cpeuHe|7| NPOOO/KNTENNbHOCTH AEeNCTBUSA WIWN OAUTESIbHOMO OENCTBUSA N X aHaNorn B
KomMbuHaumm ¢ WHCYJINHaMW KOPOTKOIro LEeNCTBUSA NS UHBEKLMOHHOIO BBEAEHUS

NHcynuH acnapT + WHcynnH gernynexk0,0075E06021 900

A10AE
WNHCYIMHBI ANNTENIbHOro AENCTBUSA U UX aHANory A1 MHbEKLIMOHHOIO BBEAEHNA

WHcynuH rnaprud0,092E04014 600
WHcynuH pernynek0,11E03512 775
NHcynnH petemnp0,023E06021 900

A10BA
buryaHmngbl

MeThopmnH0,88r2730

Al10BJ
AHanoru rntokaroHonogobHoro nentunaga-1

NnparnyTtnn0,2mkrl 800
657 000

HO4AA
FOPMOHbI, pacCLLENNSIOLLINE TIMKOTeH

nokaroHlmrll

3 BepoAaTHOCTb NpeaocTaBAeHNS MeAULIMHCKUX YCYT UM Ha3HaYeHNs NeKapCTBEHHbIX NpenapaTos A4
MeONLUHCKOro NpUMeHeHNs (MeaNUNHCKNX N3OeIMN), BKJIIOYEHHbIX B CTaHAAPT MeAMULMHCKON MOMOLLK,
KOTOpas MOXXeT MpMHMMaTb 3Ha4yeHnsa oT 0 o 1, rae 1 o3HavaeT, 4To AaHHOe MeponpuaTe NPOBOANTCS
100% naumeHTOB, COOTBETCTBYOLWNX AaHHON MOL4eNN, a Ungpbl MeHee 1 - yKka3aHHOMY B CTaHAapTe
MeONLUHCKON NOMOLLN MNPOLEHTY NaUNEeHTOB, MMEIOLWMX COOTBETCTBYIOWME MEANLNHCKME NOKa3aHmWs.

4 MexxayHapogHoe HenaTeHTOBaHHOE, AW FPYNnMPOBOYHOE, UM XUMUYECKOE, a B ClyYasaX UX OTCYTCTBUSA
- TOProBoe HavMeHOBaHWe JIeKkapCTBEHHOr 0 npenapaTa.

5 CpepHss cyTo4Has nosa.

6 CpelHsis KypcoBas fo3a.

4. Bnabl 1e4ebHOro NUTaHUS, BKIOYasA Cneumann3npoBaHHble NPOAYKThl 1e4ebHOro nuTaHus, nmetowme
roCyoapCTBEHHYIO PErncTpaLmio

4.1. NevyebHoe nuTaHne

HanmeHoBaHue Buaa nevyebHoro nutaHnaYcpeaHeHHbI NoKa3aTeslb YacTOThl MpeaocTaBNeHNsIKoam4ecTBo

OCHOBHOW BapuaHT CTaHAapTHon aneTsl0,3420
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